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DETAILED ACTION 

1. Claims 1-10, 13-29, 31-37, and 70-99 are pending. Claims 70-99 are withdrawn. 

Terminal Disclaimer 

2. The terminal disclaimer filed on 12/10/2007 disclaiming the terminal portion of any patent 
granted on this application which would extend beyond the expiration date of US 7,065,394 has 
been reviewed and is accepted. The terminal disclaimer has been recorded. 

Claim Rejections - 35 USC §112 

3. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

4. Claims 6-10, 23, and 24 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

5. Claims 6-8 limit the sizes of the tungsten carbide particles. However, it is unclear 
whether the limitation is drawn to the tungsten carbide particles of the first elongated sheath or 
the second elongated sheath. Similarly, claims 9 and 1 0 claim the weight percent of the 
tungsten carbide particles. However, it is unclear whether the limitation is drawn to the tungsten 
carbide particles of the first or second elongated sheath. 

6. Claims 23 and 34 include "the distal tip". It is unclear which elongated sheath's distal tip 
is being referred to. 

Claim Rejections - 35 USC §103 

7. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
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the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

8. Claims 1-10 and 36 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Cho (US 5,109,830) in view of Bosley, Jr. et al. (US 5,081,997) ("Bosley"), Hibbs et al. (US 
4,950,257) ("Hibbs"), Hobbs et al. (US 5,584,821) ("Hobbs"), and Sarkis et al. (US 5,921,933) 
("Sarkis"). Cho discloses a guide catheter capable of affording coronary vasculature branch sub- 
election comprising a first elongated sheath having a proximal end, distal tip and inner channel 
including a radiopaque distal tip and a second elongated sheath adapted to pass through the 
inner channel of the first elongated sheath to cannulate primary and secondary veins and 
having a proximal end, distal tip and inner channel. The tip of the inner sheath is also 
radiopaque. Cho fails to disclose the following: the tip of each sheath is both radiopaque and 
echogenic, a braid reinforces the wall of the first sheath, the tip of the first sheath is made of 
tungsten carbide particles (70 to 75 % by weight having an average diameter of less than 500 
nanometers), and the tip of the second sheath has a hardness of between 25D and 35D 
durometer with a length greater than or equal to 0.08 inch. 

9. Regarding the reinforcing braid within the sheath, such a feature is not considered a 
patentable distinction since it is old and well known in the art to use reinforcing braids in sheaths 
to improve pushability of the device through vasculature. Regarding the radiopacity and 
echogenicity of the sheaths, Bosley teaches that it is old and well known to manufacture 
medical instruments such as catheters from a base material mixed with tungsten spheres so 
that the entire tube is radiopaque and echogenic (see last three sentences of abstract). 
Regarding the use of tungsten in the form of tungsten carbide, it is well known to use 
radiopaque particles in salt form. It would have been obvious to one skilled in the art to have 
modified the devices of Cho to include tungsten particles in the materials in the entire lengths of 
both sheaths as taught by Bosley in order to enhance imaging properties. Hobbs et al. teaches 
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that it is well known to construct a radiopaque portion of a catheter with about 70 percent by 
weight of tungsten (col. 3, II. 14-16) and therefore it would have been obvious to one skilled in 
the art to try such a weight percent with a reasonable expectation of success. Hibbs teaches 
that appropriate shore hardness for a soft, atraumatic tip on a sheath can be about 30D (col. 4 
II. 40-41 ) and further discloses a length for the tip of about 0.5 inch. Finally, Sarkis (US 
5,921,933) teaches that it is well known to use nanometer sized particles when forming an 
echogenic material (abstract). The modifications discussed above as taught by Bosley, Hobbs, 
Hibbs and Sarkis would have been obvious because a person of ordinary skill in the art has 
good reason to pursue the known options within his or her technical grasp. If this leads to the 
anticipated success, it is likely the product not of innovation but of ordinary skill. 

10. Regarding claims 4 and 5, Hibbs teaches a length of 0.5 inches, which reads on the 
claimed ranges of claims 1, 4, and 5. However, the claimed range of claim 3 is being considered 
obvious since it is well known to adjust tip length depending on the intended use of the device 
and is being considered a matter of design choice to one of ordinary skill in the art which fails to 
patentably distinguish the claimed invention from the prior art of Cho as modified by Hibbs. It is 
noted that applicant has not disclosed any particular advantage gained, purpose served, or 
problem solved by using a tip between 0.08 - 0.2 inches as opposed to the other claimed 
ranges. 

1 1 . Regarding claims 6-8, please see the 35 USC 1 12 2 nd paragraph rejections above. 
Sarkis et al. teaches nanometer sized particles of less than 100 nanometers (see abstract) and 
it would have been obvious to use this sized particle in both sheaths. 

12. Regarding claims 9 and 10, please see the 35 USC 1 12 2 nd paragraph rejections above. 
Hobbs et al. teaches using 70% by weight of tungsten particles to impart radiopacity to a sheath 
and it would have been obvious to use this weight percent in both sheaths. 
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13. Regarding claim 36, the distal tip of the second elongated sheath is atraumatic since it is 
soft. 

14. Claims 13, 14, 23, 24, 31-35, and 37 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Cho in view of Bosley, Hibbs, Hobbs, and Sarkis as applied to claim 1 above, 
and further in view of Wijayarathna et al. (US 4,563,181) ("Wijayarathna"). Modified Cho 
discloses the invention substantially as stated above but fails to disclose that the distal tip of the 
second elongated sheath includes a resilient preformed curve of greater than about 180 
degrees and a tapered tip portion or that the second elongated sheath's tip is coupled to the 
remainder of the sheath by a butt joint. 

15. Wijayarathna teaches a tapered tip portion (see distal end in fig. 1 and 2) which 
facilitates insertion and advancement of the instrument through vasculature. Wijayarathna also 
teaches that an atraumatic soft tip can be attached to a catheter using a heat fused butt joint 
(col. 3 II. 44-45; abstract). Such a joint allows a continuous tube to be formed. The stiffness of 
the proximal segment is higher than the stiffness of the tip. It would have been obvious to one 
skilled in the art to have modified Cho in view of Wijayarathna to include a tapered tip portion as 
well as a butt fused joint between the tip and remainder of the second elongated sheath in order 
to ensure a strong connection between the tip and proximal portion of the second elongated 
sheath. 

16. Regarding claim 37, the second elongated sheath includes a proximal segment and a 
distal tip coupled together as taught by Wijayarathna. Since the tip is tapered, it has an outer 
diameter less than that of the proximal segment of the sheath. 

17. Regarding claims 33 and 34, the distal tip is heat fused and includes a tapered 
transition. Regarding the use of RF energy or an RF die, such limitations can be considered 
product-by-process. Even though product-by-process claims are limited by and defined by the 
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process, determination of patentability is based on the product itself. The patentability of a 
product does not depend on its method of production. If the product in the product-by-process 
claim is the same as or obvious form a product of the prior art, the claims is unpatentable een 
though the prior product was made by a different process {In re Thorpe, 777 F.2d 695, 698, 227 
USPQ 964,966 (Fed. Cir. 1985)). 

18. Claims 13 and 15-18 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Cho in view of Bosley, Hibbs, Hobbs, and Sarkis as applied to claim 1 above, and further in view 
of Li et al. (US 6,066,126). Modified Cho discloses the invention substantially as stated above 
but fails to disclose resilient preformed curve in the second elongated sheath. 

19. Regarding claims 13, 15, and 16, Li et al. teaches including a first resilient preformed 
curve included in the tip. The first curve (32) sweeps out an angle of approximately 40 to 90 
degrees. These angles are both included in the tip portion, which has a length greater than or 
equal to 0.08 inches (2.032cm). Segment 34 alone can have a length of 2 cm (col. 3, II. 19-20). 

20. Regarding claims 17 and 18, the tip also includes a second resilient preformed curve 
(28) extending from the first resilient curve. This curve sweeps out an angle of up to about 90 
degrees. Since both the first and second curve sweep out angles of 90 degrees, together, they 
sweep out an angle greater than approximately 90 degrees. 

21 . It would have been obvious to one skilled in the art to have modified Cho to include such 
preformed curves in the second elongated sheath as taught by Li et al. in order to be able to 
better direct the catheter into cardiac tissue so that the device can be used to introduce an 
electrophysiology catheter to the atrium (col. 1, II. 5-11; col. 2 II. 24-39). 

22. Claims 13, 17, 19, and 20 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Cho in view of Bosley, Hibbs, Hobbs, and Sarkis as applied to claim 1 above, and further in 
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view of Rickerd (US 5,322,509). Modified Cho discloses the invention substantially as stated 
above but fails to disclose resilient preformed curve in the second elongated sheath. 

23. Rickerd teaches including first and second resilient curves in the tip of a sheath that form 
an amplatz shape (fig. 1). Such a configuration is useful because it allows the sheath to be 
utilized to enter either left or right ostia without catheter exchange by rotation of the catheter 
around its axis (see abstract) and therefore it would have been obvious to one skilled in the art 
to have modified Cho to include such preformed curves in the second elongated sheath as 
taught by Rickerd. 

24. Regarding the angles claimed in claim 19, at the time of the invention, it would have 
been an obvious matter of design choice to one skilled in the art to employ angles of between 
160 and 180 for the first curve and angles between 40 and 80 for the second curve. Rickerd 
does not disclose the degrees of the angles swept out by each curve (C and D). However, as 
seen in fig. 1 , the first curve "C" appears to be at least twice the size of and in the opposite 
direction of second curve "D". Since applicant has not disclosed any criticality regarding the 
degree ranges such as a particular problem solved, advantage achieved, or a particular usage 
that is dependent on these angles, and the figures of Rickerd suggest angles that are around 
(120-160) and (40-60) degrees, it appears that the device of Rickerd would perform the function 
of snaking through coronary arteries equally well with the curves of Rickerd or the claimed 
curves. Therefore, it would have been prima facie obvious to modify Cho in view of Rickerd to 
obtain the invention as specified in claim 19 because such a modification would have been 
considered a mere design consideration which fails to patentably distinguish over the prior art of 
Cho as modified by Rickerd. 

25. Claims 13, 17, 20-24, 26, and 28 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Cho in view of Bosley, Hibbs, Hobbs, and Sarkis as applied to claim 1 above, 
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and further in view of Tanaka et al. (US 6,039,723). Modified Cho discloses the invention 
substantially as stated above but fails to disclose a resilient preformed curve in the second 
elongated sheath. 

26. Tanaka et al. teaches that it is old and well known to include preformed curves on a 
sheath type instrument in order to facilitate advancement of the device within tissue (fig. 1 ) in 
the desired direction. It would have been obvious to one skilled in the art to have modified Cho 
to include such preformed curves in the second elongated sheath as taught by Tanaka et al. in 
order to be able to better direct the catheter into cardiac tissue. 

27. Regarding claims 13, 17, 20, 21-24, 26, and 28, Tanaka et al. discloses first, second, 
and third preformed curves (see fig. 1 ). When taken together, the angles that each one sweeps 
out will be greater than 100 degrees since the first curve by itself sweeps out an angle of around 
180 degrees. The two most distal curves form an amplatz shape. The distal tip also includes a 
tapered transition (see "232" in fig. 12 and 13). 

28. Claims 13, 17, and 24-27 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Cho in view of Bosley, Hibbs, Hobbs, and Sarkis as applied to claim 1 above, and further in 
view of Lentz (US 6,022,341 ). Modified Cho discloses the invention substantially as stated 
above but fails to disclose resilient preformed curve in the second elongated sheath. 

29. Lentz teaches including preformed curves on a sheath type instrument in order to 
facilitate advancement of the device within tissue in the desired direction (fig. 3). It would have 
been obvious to one skilled in the art to have modified Cho to include such preformed curves in 
the second elongated sheath as taught by Lentz in order to be able to better direct the catheter 
into cardiac tissue. 

30. Regarding claims 13, 17, and 24-27, Lentz discloses first and second preformed curves 
and a tapered portion (30) that is proximal to both curves (fig. 3). 
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31 . Claims 21 , 28, and 29 rejected under 35 U.S.C. 1 03(a) as being unpatentable over Cho 
in view of Bosley, Hibbs, Hobbs, Sarkis, in view of Lentz and Tanaka et al. Modified Cho 
discloses the invention substantially as stated above but fails to disclose a third preformed curve 
distal of the tapered transition. 

32. However, Tanaka et al discloses that it is old and well known to include three resilient 
preformed curves in a distal tip. It would have been obvious to one skilled in the art to have 
further modified Cho to include a third curve as taught by Tanaka et al. in order to facilitate 
advancement of the device within the heart. Since Lentz teaches including such preformed 
curves distal of a tapered transition, it would have been obvious to one skilled in the art to have 
provided the third curve as taught by Tanaka et al distal of the tapered transition. 

Response to Arguments 

33. The terminal disclaimer filed by applicant has overcome the previously presented 
rejections. However, after further search and consideration, new rejections of the claims have 
been presented above. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to KATHLEEN SONNETT whose telephone number is (571)272-5576. The 
examiner can normally be reached on 7:30-5:00, M-F, alternate Fridays off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Todd Manahan can be reached on 571-272-4713. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you 
would like assistance from a USPTO Customer Service Representative or access to the 
automated information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



KCS 6/16/2008 
/Todd E Manahan/ 

Supervisory Patent Examiner, Art Unit 3731 



